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Office Action Summary 



Application No* 
09/608,907 



Examin T 
tsts GhaB 



Applicants) 
HOFFMANN ST AL 



Alt unit 
1615 



- The WJUNG DATE of this communication appears on the cover sheet with the coiresp^ndBnce address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extftftelow if time may be wtUabio tmdcrlha provfeujns of 37 CFR 1.136(e), in no ©v$ni. however, may a reply be timely Eed 
eftar six (fl) MONTHS from tf » mailing detaoftrtis czvnmuntcatoa 

• if tf* period fer repty specified abowa b tees than thtty (30) days, a reply within the daiufcyy minir mm tjf Wrty ($0) days wfllbe conpdomd fimoiy- 

• if NO puffed for reply Is specilied above, tta maximum statutory psrbd win apply end wCU expire S X <e) MONTHS Trom tno maiene cut* of thte aommurfcetfcn, 

• Failure to reply vrtthin Ac set «sr extended pariad for rapty wffl, by statute, cow the eppllcetton to Irccomfc ABANDONED (35 U.S.C. S 133). 

• Any reply received by the Offl>:e later man threa months after tha mailing date of this eommunicstu m, even ft tlmdy filed, may rsduoa any 
eemee potent term adjustment. See zt CFR 1.704(b). 

Statue 

1)13 Rftftpnnsh/ft to i:ofTimunication(s) filed on 12 February 2002 . 
2a)® This action is FINAL- 2b)Q This •action is norvfinal. 

3) D Since this application Is in condition for allowance except for formal matters, prosecution as to the merits is 
dosed in accordance with the practice under Be parte Quayle ( • 935 CD. 1 1 , 463 O.G . 21 3. 

Disposition of Claims 

4) E9 aaim<6) 1-14 at>d 16-30 is/are pending in the application. 
4a) Of the above claim(s) is/are withdrawn from considers ion. 

5) D Claim<s)^_ ,te/are allowed* 

6) I2 Clafm<s) 1-14. 16-30 is/are rejected. 

7) D Claim (s) b/are objected to. 

8) D Cla?m($) _ are subject to restriction and/or election requirement 

Application Papers 

9) D The specification is objected to by the Examiner, 

10)D The drawing(s) filfcd on is/are; ©>□ accepted or b)D otijecte} to by the Examiner. 

Applicant may not request that any objection to the drawtiig(s) ba held in abeyance. See Z7 CFR 1 .85(a). 
11 C The proposed drawing correction filed on is: a)D approved b)Q disapproved by the Examiner. 

If approved, contacted drawings are required in reply to this Office action, 

12) Q The oath or declaration is objected to by the Examiner, 
Priority under 39 U&C. f§ 119 and 120 

13) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119{aHd) or (f).. 

e)QAll b)Q Some*c)n None of: 

1 Certified copies of the priority documents have been reoefc'ed. 

2. Q Certified copies of the priority documents have been receded in Application No. __ J in . 

3. D Copies of "he certified copies of the priority documents have been received in this National Stage 

appliration from the International Bureau (PCT Rule 17.2(a)). 
9 See the attached detailed Office action for a list of the certified copies not received, 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C § 1 18(e) {to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 3S U.S.C §§120 and/or 121. 
Attachment^) 

1 } □ Notice of RefwenoM Citae (PT 0-692) 4) Q 1 ntwvtew Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Orartspersan's Patent Drawing Review (P7C-S48) ' S) □ I Notice cf I nformal Patent Application (PTC-1 32) 

3) □ Information Disclosure Sta':emeni£s) (PTO-1449) Paper No{s> „. . 6) □ Other. 
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Application/Control Number; 09/508,907 Page 2 

Art Unit: 1615 

DETAILED ACTION 

The receipt is acknowledged of applicants' amendment A, and request for 
extension of time, both filed 2/12/2002. 



Claim 15 has been canceled and claims 17-30 have been added per applicants 
amendment A, in Paper No. 8. 

Claims 1-14, and 16-30 are included in the prosecution. 

The following new rejection is necessitated by applicants 9 amendment A: 



Claim Rejections - $§ SJSG § 112 

1 . Claims 4, 6 and 23 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. The claims an: confusing because applicants' 
amendments omit C? sulfonic acids from claim 1 , while cJaims 4, 6 and 23 recite C? 
sulfonic acids. Clarification is requested. 
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Application/Control Number 09/508,907 
Art Unit 1615 

Response to Argument 
2. Applicant's arguments filed 2/1 2/2002 have been fully considered but they are 
not persuasive. 

Claim Rejections - 35 USC §103: [ ~ 

Claims 1-14, 16-30 are rejected under 36 U-S.C. 103(a) as being unpatentable 
over any of US '639 or US '297. 

Both references disclose opioid containing pharmaceutical composition which as 
useful in effecting transdermal delivery of therapeutic dcses of opioid to systemic 
circulation of mammal. The references disclosed composition comprising opioid as 
morphine or its acidic salts such as sulfonates, polyethylene glycol and oleic acid. The 
structure of morphine is inherent. The composition can be in the form of cream, lotion or 
patch. See US '539 abstract; col.1 . lines 60-65; col.2, lir es 18-34; col.3, lines 37-38; 
col.4. lines 2-23. See US '297 abstract; col.1, lines 22-64; col.4, lines 62-63. 

However the references do not disclose ail the claimed salts of morphine. 

Absence of showing criticality or superior and unexpected results of the particular 
claimed salts render the claims obvious over the prior ait 

Accordingly, it would have been obvious to one having ordinary skill in the art at 
the time of the invention to produce transdermal composution comprising any of the 
claimed opioid 9alts with reasonable expectation of succass of the delivered 
composition in relieving pain. 
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Application/Control Number 09/508,907 Page 4 

Art Unit: 1615 

Applicants 1 Arguments: 

• The references recite the tosylates and applicants are omitting them. Applicants 

are referring to Figure 4 to which have been addod comparison examples 4-6. 
0 The references disclosed permeation enhancer in the composition. 



Examiner's Position; 

• Applicant claims $ti|l recite tosylates in claims 4, 6 and 23. However, it Is within 
the skill in the art to select species when the genus is disclosed recognizing the 
suitability for the Intended purpose- A conclusion of obviousness under 35 U.S.C. • 
103 (a) does not require absolute predictability, only a reasonable expectation of 
success; and references are evaluated by what they suggest to one versed in the 
art, rather than by their specific disclosure. In r$ llozek, 1 53 USPQ 545 (CCPA 
1969). In the light of the foregoing discussion, ths Examiner's ultimate legal 
conclusion is that the subject matter defined by the claims would have been 
obvious within the meaning of 35 U.S.C, 103 (a). The examiner has not received 
the appended Fig. 4 that applicants are referring to. Referring to the original 
Figure 4, applicants' examples 1 and 8 show low flux rate, not significantly higher 
than the tosylates disclosed by the prior art. 
© The expP3ssion 'comprising * permits the presence of other Ingredients, such as 
permeation enhancers, and does not preclude this presence of other ingredients, 
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Application/Control Number 09/508,907 Page 5 

Art Unit: 1615 

active or inactive, even in major amounts. See Mdecuton Research Corporation 
v CBS, Inc. 229 USPQ 805, fn re Baxter 210 USI'Q 795, 803. 

Conclusion 

"3: ~ T^ACTIONIsWD^FTNA^ bnheejctension^Tme 
policy as set forth in 37 CFR 1 -136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action ar d the advisory action is not 
mailed until after the end of the THREE-MONTH shorteiied statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

4. The prior art made of record and not relied upon s considered pertinent to 
applicant's disclosure. US 6.166.764 disclosed morphine salts of anionic narcotic 
analgesics of the substituted carfaoxylic acid. US 6,150,f>24 disclosed morphine 
derivatives with analgesic activity. 
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Art Unit: 1615 

5, Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Isis Ghali whose telephone number is (703) 305-4048. 
The examiner can normally be reached on Monday through Thursday from 7:00 AM to 
5:30 PM, Eastern Time. 

_ jjj reach thVexa mi n er by telephone a*e unsuccessful, the examiner's 

supervisor, Thunman K. Page, can be reached on (703) 308-2927. The fax phone 
number for the organization where this application or proceeding is assigned is (703) 
305-3592, 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose; telephone number is (703) 308* 
1235. 

Isis Ghali 
Examiner 
Art Unit 1615 
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